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This application, filed on February 11, 2000 is a continuation of application 
09/108,401, filled on June 30, 1998. The examiner acknowledges the preliminary 
amendment filed on February 11, 2000. 

Claims 65-107 were added as requested by Applicants. Claims 1-107 are 
pending and considered in this Office action. The instant Office action substitutes the 
requirements of restriction/election faxed to the Applicants' representative, J. 
Silbermann, on June 22, 2001. 



A substitute specification is required pursuant to 37 CFR 1.125(a) because 
preliminary amendment to the specification filed on February 11, 2000, which comprises 
five pages, was not entered due to its length. 

A substitute specification filed under 37 CFR 1.125(a) must only contain subject 
matter from the original specification and any previously entered amendment under 37 
CFR 1.121. If the substitute specification contains additional subject matter not of 
record, the substitute specification must be filed under 37 CFR 1.125(b) and must be 
accompanied by: 1) a statement that the substitute specification contains no new 
matter; and 2) a marked-up copy showing the amendments to be made via the 
substitute specification relative to the specification at the time the substitute 
specification is filed. 



Restriction/Election 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claim 1-15, 27-40, 61, 65-93 and 100-107 drawn to the telomerase gene, 
its variants, fragments, DNA probes, primers, expression vectors and 
transformed host cells to produce recombinantly vertebrate telomerase 
and other polypeptides; classified in class 536 subclasses 23.1, 23.2 and 
24.3. 

II. Claim 16-22, drawn to vertebrate telomerase, its variants and fragments, 
classified in class 435, subclass 194. 

III. Claim 23-26, drawn to antibody and a hydridoma cell for their production, 
classified in class 530, subclass 387.9. 

IV. Claim 41-45 and 94-97, drawn to a method of diagnosing cancer using 
telomerase cDNA, classified in class 435, subclass 6. 

V. Claim 46-49 and 98-99, drawn to a method of determining a pattern of 
expression of telomerase RNA, and a method of diagnosing cancer using 
that pattern; classified in class 435, subclass 6. 
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VI. Claim 50-53, drawn to transgenic animals where the telomerase gene is 
operably linked to a promotor effective for the expression of the gene, 
classified in class 800, subclass 13. 

VII. Claim 54, drawn to a mouse having endogenous telomerase gene 
disrupted, classified in class 800, subclass 9. 

VIII. Claim 55-59, drawn to inhibitor of vertebrate telomerase, classified in class 
536, subclass 24.5. 

IX. Claim 60, drawn to a method of treating cancer, comprising administering 
therapeutically effective amount of telomerase inhibitor, classified in class 
514, subclass 44. 

X. Claims 62-64 drawn to a method of identifying an effector of telomerase 
activity classified in class 435, subclass 6. 

Inventions of Group I, II, III, VI, VI and VIII are unrelated because they are 
independent chemical entities that require independent search of the patent and non- 
patent literature. 

Inventions I, IV and V are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product, i.e. 
DNA encoding telomerase and RNA transcribed from it may have many other uses such 
as in a method to make telomerase. 

Invention I and IX are unrelated. Inventions are unrelated if it can be shown that 
they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In 
the instant case the different inventions, the cloned DNA encoding telomerase and the 
method of treating cancer comprising administration therapeutically effective dose of 
inhibitor of telomerase activity are not disclosed as capable of use together as the 
method of Group IX neither makes nor uses the telomerase gene. 

Inventions I and X are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions, the cloned DNA encoding 
telomerase is not used in the method of identifying an effector of telomerase activity. 
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Inventions II, IV, V and IX are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions, the telomerase and the methods of 
Group IV, V, and IX are not disclosed as capable of use together and have different 
modes of operation, different functions and different effects the telomerase of Group II is 
neither made nor used by the methods of Groups IV, V and IX. 

Inventions II and X are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product, i.e. 
the telomerase, may be used in a method to make antibodies. 

Inventions III and IV, V, IX and X are unrelated. Inventions are unrelated if it can 
be shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions, the antibody that binds telomerase 
and the method of using telomerase cDNA for cancer diagnosis are not disclosed as 
capable of use together. 

Invention III and IX are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In 
the instant case the antibody that binds telomerase is not used in the method of treating 
cancer. 



Inventions of Groups IV-VII, IX and X are unrelated. The inventions of Group IV, 
V, IX and X independent methods having different steps and product. The transgenic 
animals of Groups VI and VII are not used in any of the methods of Groups IV, V, IX 
and X. 

Group VIII and IX are related as a product and method of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product, i.e. 
an inhibitor of vertebrate telomerase may be use in other process, such as inhibition of 
telomerase reaction in vitro or as an affinity ligand for purification of the telomerase 
protein. 



Inhibitor of Group VIII is unrelated to methods of Group IV, V, and X. 
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Because inventions l-X are distinct for the reasons given above, acquired 
a separate status in the art as shown by their different classification, and require a 
separate searches in the patent and non-patent literature, restriction for examination 
purposes, as indicated, is proper. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 C. F. R. paragraph 
1.48 (b) if one or more of the currently named inventors is no longer an inventor of at 
least one claim remaining in the application. Any amendment of inventorship must be 
accompanied by a diligently filled petition under 37 C.F.R. paragraph 1.48 (b) and by 
the fee required under CFR paragraph 1.17(h). 



Claims of Groups I, IV, V and of Group VIII are generic to a plurality of disclosed 
patentably distinct species comprising DNA molecules encoding amino acid sequences 
of human telomerase or its variants (SEQ ID NO: 2, 35, 37, 39, 42, 44, 46, 48, 50, 52 - 
54, 56-58, 60-62, 64-66, 68-70, 2-74, 76-78, 80-82, 84-86, or the intron sequences: 
SEQ ID NO:18, 23, 25, 27, 29, 30, 32, and 33). 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species, 
even though this requirement is traversed. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 



Species election 
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are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Malgorzata A. Walicka, Ph.D., whose telephone number 
is (703) 305-7270. The examiner can normally be reached Monday-Friday from 10:00 
a.m. to 4:30 p.m. 

If attempts to reach examiner by telephone are unsuccessful, the examiner's 
supervisor, Ponnathapura Achutamurthy, Ph.D. can be reached on (703) 308-3804. 
The fax phone number for this Group is (703) 305-3014. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to the Group receptionists whose telephone number is (703) 308-0196. 



Malgorzata A. Walicka, Ph.D. 
Art Unit 1652 
Patent Examiner 
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